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Desde 1969 la OMS esta interesada en analizar las
regulaciones nacionales en salud. En 2004 resumio la
situacion de las declaraciones en el etiquetado

INTERNATIONAL HEAT TH REGULATIONS 1
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Nutrition labels and
health claims:

the global regulatory environment




Table 2

Health claims regulations in 74 countries and areas, by category

Claims making
referance to
dissase are
specifically

Specified diseass
risk—-reductiomn
claims are
Permitted

MMutrient function
and/sor other
function claims
are permitted

Specific
framework to
Ppermit product-
specific health

Mo regulations
specific to health
claims

prohibited claims

Australia = Brazil Brazil Japan ™ Argentina
Austria = Canada = Canada = Metherlands ™ Bahamas
Belgium === China China Swwwedeaen ™ Bahrain
Brun=i Darussalam Indonesia Belgiuwrm ™ Bangladesh
Costa Rica = Philippines Denmark Barbados =
Crenmark Sweden ™ Finland Belize
Ecuador = United States France ™ Bermuda
Fimland = Germany Bosnia amnd
France ™ Greece Herzegowina
Germany = India ™ Botswana
Greece Italy Dominican
Honduras = Japan ™ Republic
lsrael = Malaysia Chiile
ltaly Poland »© Croatia™
Japam™ Metherlands ™ Egypt
Luxembourg Republic of Korea El Salwvador
Lithhania Spain ™ Guatemala
Malaysia Singapore Homng Kong, SAR =
Morocco Swedan ™ Hungary
Metharlands =% Thailand Jordan
Mew LZealand ™= United Kingdorm Kenya
Migeria = R Kuwait
Portugal LInited States Miauritius ™
Republic of Korea Wiet Mam ™ Mexico
Singapore = Mepal
Spain ™ Metherlands
Switzerland Antilles
Thailand Orman
United Kingdorm ™ FPakistamn
m Paraguay
Viet Mamm =% Peru

Qatar

Saudi Arabia
South Africa =
Turkmenistan
United Arakb
Emirates
Uruguany
Waenezuesla




Table 4

Countries and areas with regulations on the use of health claims in advertising

Countries in which regulations
on the use of health claims on
food labels also apply to
advertising

Countries or areas in which advertising regulation covers
health claims in some form

Australia

Brazil

Canada

Israel (yet to be implemented)
Netherlands

New Zealand

Sweden

United Kingdom

Brazil (self-requlation)
Canada (self-regulation)
China (law)

Denmark (law)

France (self-regulation and
health law)

India (law)

Ireland (self-regulation)
|taly (self-requlation)
Japan (self-regulation)

Hong Kong SAR (advertising
law and health law)

Malaysia (law)

Nigeria (law)

Romania (law)

Singapore (self-regulation)
South Africa (self-regulation)
Thailand (law)

United Kingdom (law and self-
regulation)

United States (law)




Un campo todavia “gris”: La regulaciéon
botanica

National policy on traditional
medicine

and

regulation of herbal medicines

Report of a WHO global survey

World Health Onganization

Ganeva

May 2005



Mational policy on traditional medicine
and complementary/alternative medicine
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Map 2. Member States with national policies and those pending



La primera Norma: Japon, 1998
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Categorias de alimentos aprobados (820)

Reduccion
de riesgo, 6
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Declaraciones aprobadas

Bienestar Huesos Absorcién
Grasa 4% 4% mineral
7% 1%

Dentales
8%



Mercado de alimentos con declaraciones en
Japon (billones de Yenes)
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Evolucion de los tipos de declaraciones de
salud aprobadas
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La regulacion se convierte en el punto clave de
los nuevos lanzamientos

Regulacion

Obijetivos Mercado




Desarrollo del Reglamento 1924/2006

* Propuesta de COM de un documento de discusion

e COM desarrolla una propuesta de Reglamento

e Mayo: Parlamento Europeo, primera lectura
e Diciembre: Posicion comun del Consejo

e Mayo: Parlamento Europeo, segunda lectura
e Diciembre: Reglamento adoptado

e 19 Enero: Entrada en vigor
e 1 Julio: Aplicacion
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Este documento es un instrumento de documentacion y no compromete la responsabilidad de las instituciones

PE [ g REGLAMENTO (CE) N° 19242006 DEL PARLAMENTO EUROPEO Y DEL CONSEJO
de 20 de diciembre de 2006

relativo a las declaraciones nutricionales y de propiedades saludables en los alimentos 4

(DO L 404 de 30.12.2006, p. 9)



14 December 2007

GUIDANCE ON THE IMPLEMENTATION OF REGULATION N° 1924/2006 ON
NUTRITION AND HEALTH CLAIMS MADE ON FOODS
CONCLUSIONS OF THE STANDING COMMITTEE ON THE FOOD CHAIN AND
ANIMAL HEALTH




19.4.2008 ES Diario Oficial de la Union Europea

L 10911

REGLAMENTO (CE) N° 353/2008 DE LA COMISION
de 18 de abril de 2008

por el que se establecen normas de desarrollo para las solicitudes de autorizacion de declaraciones
de propiedades saludables con arreglo al articulo 15 del Reglamento (CE) n® 1924/2006 del
Parlamento Europeo y del Consejo

(Texto pertinente a efectos del EEE)



L 314/34 LS Diario Oficial de la Union Europea 1.12.2009

REGLAMENTO (CE) N 1169/2009 DE LA COMISION
de 30 de noviembre de 2009

que modifica el Reglamento (CE) n° 353/2008, por el que se establecen normas de desarrollo para
las solicitudes de autorizacion de declaraciones de propiedades saludables con arreglo al articulo 15
del Reglamento (CE) n° 1924/2006 del Parlamento Europeo y del Consejo

(Texto pertinente a efectos del EEE)



Objetivos del Reglamento

PARA EL CONSUMIDOR: PARA LA INDUSTRIA:

Informacion veraz: Todo lo Orientar/Potenciar la
declarado avalado

S inversion en |+D+i.
cientificamente.

Proteccion frente a la

Informacion completa: Permita :
competencia desleal

elegir con libertad.
Informacion clara: Oportunidad de mejorar el
Comprensible para el perfil nutricional de sus

consumidor medio. productos.




Principios Generales Condiciones Generales Condiciones Especificas

El Reglamento establece

-

\
“Las autoridades nacionales competentes podrdn solicitar a los operadores de empresas
alimentarias aportar todos los elementos y datos pertinentes que demuestren
el cumplimiento del Reglamento”.
J




Declaracion

“cualquier mensaje o representacion que no sea obligatorio con arreglo a la legislacion comunitaria o nacional, incluida
cualquier forma de representacion pictdrica, grdfica o simbdlica que afirme, sugiera o dé a entender que un alimento
posee unas caracteristicas especificas”

Declaracion Nutricional Declaracion de Propiedades Saludables

“cualquier declaracion que afirme, sugiera o dé a
entender que un alimento posee propiedades nutricionales

benéficas especificas con motivo de: a) el aporte energético “cualquier declaracion que afirme, sugiera o dé a
(valor caldrico) i) que proporciona, ii) que proporciona en entender que existe una relacion entre una categoria

un grado reducido o incrementado, o iii) que no proporciona, de alimentos, un alimento o uno de sus constituyentes,
y/o de b) los nutrientes u otras sustancias i)que contiene, y la salud”

ii) que contiene en proporciones reducidas o incrementadas,
o iii) que no contiene”

“lo que contiene el alimento” “lo que hace el alimento”




Articulo 2
Definiciones

5) Se entendera por
«declaracion de
propiedades saludables»
cualquier declaracion que
afirme, sugiera o dé a
entender que existe una
relacion entre una
categoria de alimentos, un
alimento o uno de sus
constituyentes, y la salud.

6) Se entendera por
«declaracion de reduccion del
riesgo de enfermedad»
cualquier declaracion de
propiedades saludables que
afirme, sugiera o dé a entender
que el consumo de una
categoria de alimentos, un
alimento o uno de sus
constituyentes reduce
significativamente un factor de
riesgo de aparicion de una
enfermedad humana.




Las declaraciones de salud en el Reglamento

Health Claims

Genéricos Nueva ciencia
(13.1) (13.5)

Reduccion riesgo
(14)




Condiciones de las declaraciones

Demostrado el efecto nutricional o
fisioldgico benéfico mediante
pruebas cientificas generalmente
aceptadas

Presente o ausente nutriente en
cantidad significativa

Forma asimilable por el organismo

Cantidad que debe
razonablemente esperar que se
consuma

Condiciones especificas de cada
declaracion

El consumidor medio debe
comprender los efectos
beneficiosos tal como se

expresan en la declaracion

No debe dar a entender
que una dieta equilibrada
y variada no puede
proporcionar cantidades
adecuadas de nutrientes
en general .




Tipos de declaraciones

Declaraciones incluidas en el
Articulo13.1

Basadas en evidencias
cientificas generalmente

aceptadas sobre un efecto
beneficiosos de los alimentos o
componentes de los alimentos
sobre las funciones fisiologicas

Declaraciones incluidas en
Articulo 13.5y 14

1. Basadas en nuevas evidencias
cientificas de efectos beneficiosos
sobre el mantenimiento funciones

fisiolégicas con/sin derechos
propiedad.

2. Reduccion de un factor de
riesgo de enfermedad.

3. Salud y desarrollo de nifos



Qué no se puede declarar nunca?

1. Declaraciones que incumplan principios y condiciones
generales (Art. 3y 5).

2. Declaraciones expresamente prohibidas (Art. 12). Las
referidas a:

a) Que la salud puede verse afectada si no se consume el
alimento en cuestion.

b) Al ritmo o magnitud de la pérdida de peso.

c) Declaraciones de propiedades saludables genéricas sin la
correspondiente especifica (Art.10.3).

3. Declaraciones de prevencion, tratamiento o curacion de
enfermedades humanas ( Lo prohibe la Norma de Etiquetado
General) .




Cf. Articulo 9 del Reglamento de Declaraciones

se hace entre diferencia en la
alimentos de la cantidad del
misma nutriente y/o valor
categoria energético

la comparacion
hace referencia a la
misma cantidad de
alimento

no pueden hacerse
declaraciones
comparativas sobre
vitaminas y
minerales




Aspectos destacados

Considerando 9: Flexibilidad

“garantizar que las declaraciones
de propiedades saludables
sean veraces, claras, fiablesy
utiles ....cuando el texto tenga
el mismo significado para los
consumidores que el de una
determinada declaracion
autorizada... estas
declaraciones deben estar
sujetas a las mismas
condiciones de uso”.

Considerando 17

La autorizacidon de una
declaracion no
implica autorizacion
para la
comercializacion del
ingrediente o
alimento.



“Principios generales a respetar en la adaptacion de la
redaccion de una declaracion de propiedades saludables

autorizada” Documento de trabajo EEMM-CM

GEMERAL PRINCIPLES TO BE RESPECTED IF THE WORDING OF AN AUTHORISED
HEALTH CLAIM IS ADAPTED.

AECOMMENDATIONS ELABORATED BY MEMBER STATES' EXPERTS WHO
ATTEND THE EUROPEAN COMMISSION S WORKING GROUP ON NUTRITION AND
HEALTH CLAIMS

These general principles were presented for the first time at an informal meeting in
Brussels on 19 June 2012, Experts from 17 Mamber States' met to discuss & commaon
approach to advising food business operators (FBOs) about flexibility of wonding for health
clasms. The recommendations in this document only relate to the general principles over
which there was broad agreement. Discussions af the mesting iook place in English
therefore i is possible that the examples given in this document may need io be adapied

for other languages.
These recommendations were agreed by Member Siates” experts in December 2012,

However, note that authorities in some Member Siates may have developed more detailed
natiznal recommendations on flexibility of wording.

Introduction

Recital (9) of Regulation 43272012 states: "One of the objectives of MIDI‘I {EC} Mo
19247200¢ is to ensure that health claims are truthbul, clear, reizble and useful to the
consumer. In that respect, the wording and presentation of such claims have to be taken
into account. Where the wording of claims has the same meaning for conswmers a3 that
of an pemitted health claim, because it demonatrates the same relationship that exists
between a food categary, a food or one of s constitwents and health, the claims should
be subject to the same condifions of wse indicated for the parmitted health claims.” The
terms and conditions of tha EU Regster of nutriion and health claims made on foods (“the
Riegester”) explain that some flexibility of wording is possible provided that its aim is 1o help
consumer understanding. taking into account factors swch as linguistic and cultural
vanations and the target population.

The aim of this document s to set out the principles that should be respecied when
authorised health claims are used but the wording used is not exacily as suthorsed. The
same prnciples should be respected whenever authorized claims are used in commercial
communizations whether in labelling. presentation or advertising and in whatever medium
incheding on websites, radic and television.

Recommendations

In general, we recommend that FBCs stick as clossly as possible to the authorised
wording of health claims. This should ensure that consumers are provided with
appropriate information and it should help enforcement officers judge whether claims are
being used in compiance with the 2.

1 Austria, Bslgium, Denmark, Finland, France, Germany, Estonia, Hungary, reland,

Lithuania, Luxembourg, Netherdands, Norway, Poland, Portugal, Seeden, United Kingdom.

PRINCIPIOS GENERALES DE FLEXIBILIDAD EN LA REDACCION DE
DECLARACIONES DE PROPIEDADES SALUDABLES

RECOMENDACIONES ELABORADAS POR LOS EXPERTOS DE LOS ESTADOS
MIEMBROS QUE ASISTEN AL GRUPO DE TRABAJD DE LA COMSION SOBRE
DECLARACIOENS DE PROPIEDADES MUTRICIONALES Y SALUDABLES EN LOS
ALIMENTOS.

Estos principios generales se presentaron por primera ver eén una reunidn informal & 19
e junio de 2012 en Bruselss, Expertos de 17 Estados Miembros® S reunieron para discutic
un enfoque corman con e fin dé sbesorar & los operadones de empreses alimentarias (DEA)
acerca de la flechilided del texto de dedaradones de propiedades saludables. Las
recomendaciones de este documents slo se refleren & los principios generales sobre los
cublés hubo un Bmplia souendo. Log debates de |a réunion fueron en inghés par ko que e
posible gue koS ejemplod que figuran en este docurnento puedan neceditar Ser sdaptados &
otras lenguas.

Estas recomendaciones fueron acordadas por expertos de o Estados Miernbros en
dicermbre de 2012,

Sin embargo, hay gue lener en cuents que |85 sutondades de algunas Estados Miembros
pusden haber desarrollade recomendadones nacionsles més detslladas sobre 8
flexibilided de la redacrién.

Introduccidn

El considerando (%) del Reglamento 433/2012 establece: “Une de las finaldades del
Reglaments (CE) N 1004/2006 es garentizar que les dedaracones de propledades
saludables sean weraces, claras, fables y otles para & consemidor. Este objetivo debe
tenerse presente én la redaccitn v la presentacion de las dedaradones.

Cugndo o texto de las dedareciones tenga & mismo significado para los consumidores gue
el de una determinada decaractn autorizada de propiedades saludsbles porgue
dermuestra que existe la mEma reladtn entre 13 saled vy una categaria de alimentas, un
alimento o uno de Sus constituyentes, estas declaraciones deben estar sujetas & las
misrnas condiciones de uso que la dederacidn autorzads de propiedades saludables”. Lot
términas vy condidones del Registro europen de dedaradanes nutricionales y de
propledades saludables hechas en alimentas ("el Registra®) establecen que es posible une
clerta fexdbilidad en ba redaccion shempre que su objetivo sea eyudar & la comprenddn del
consumidor, teniendo en cuenta factores tales como las variaciones lingdisticas y
culturales v la poblacitn & la gue van destinadas.

El objetivo de este docurnento es establecer los principios que deberian ser respetados
cuanda L& utilicen &8 declaradones de salud sutorizadas pero & redaccidn utilizada no Ses
exactaments & sutorizada. Se deben respetar o mismos prindpios cuando & wtilicen
declaraciones sutorizadas en comunicaciones comerdales ya sea en el etiquetada,
presentacidn o publiddad y por cualquier medio incluyendo los sities web, la radio vy la
tbavigian .

Recomendaciones

En geneéral, recormendamos & los operadones de las empreses alimentarias (OEA) ceflirse lo
mas posible &l bexto sutorizade para l& declaraciones de propiedades saludables. Esto
deberia garantizar gue los consumidores dispongan de informacdidn adecuada al termpo
gue deberia ayuder a las futoridades competentes de jurgar & las declaraciones estin
slendo vtilizadas de souerdo con la ley.

' Ausiria, Béigica, Disamarca, Finlandia, Franda, Almaria, Esonia, Hungrla, Ilanda, Lituasda, Luxemburgo,

Paises Bajod, Norueg, Polonia, Porugal, Susda y Reino Unise.

Paginz loss
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Perfiles nutricionales

Articulo 4) Reglamento
1924/2006:

“las cantidades permitidas
de determinados
nutrientes y otras

sustancias contenidas

en los alimentos para

gue puedan realizar
declaraciones”.

EUROPEAN COMMISSION
HEAL Efist DIRECTORATE GENE

WORKING DOCUMENT ON
THE SETTING OF NUTRIENT FROFILES

Preliminary draft
Legal proposal

Prepared by the Commiszion samvices

Tha sbove lne! Carect be mgarded s ue cficl poalics of S Euroeees Cormmbon

sels, 13 Febmuary 2009



ANNEX 1 specific nutrient profiles and conditions of use, which food or certain

catezories of food must comply with in order to bear nutrition or health claims

Thresholds

Thresholds
Saturates
(g/100g or
Food category Specific conditions® | Spdium 100ml Sugars
(mg100g | except | (g100gor
or 100ml) |  when 100ml)
specified
otherwise)
Vegetable oils and spreadable fats 30kl
35 defined in Council Regulation - 500 100
(EC) No 299194 o
Fon Fruits, vegetables, | Mininmm 50g of fruit
uifs, - ot v .
_ and their and/or vegefable per :
wg;;able;. products, except | 100g of finished - ’ b
e theaﬂ oils** products
i
products, Seeds***and | Minimmm 50g of mts
except ol their products, | per 100g of finished 400 10 13
except oils products
Mininmm 50g of
Meat or meat based products meat per 100g of 700 5
finished products
: e M 30g of fish
Fish Biberypodies, | 0 of fnshed | 700 10
crustaceans, and molluscs =
products
. Minirmm 30g of
Dairy based : -
L dairy constituents per . : :
piﬁd:mh;:szcept 100g o finished 300 25 13
Dairy based products
products Mininmm 50g of
dairy constifvents per .
Cheeses 100g o finished 600 10 15
products

Saturates
(g/1Mg or
Food category Specific conditions= Sodium 100ml Sugars
(mg/10dg except (g/100g or
or 100ml) when 100ml)
specified
otherwise)
700 until
N [date of
Breads containing adoption +
ﬁl?: o 130,3 - - ]. :DDaE Off' 6yeas] 5 15
e per gor | cereals g o i 3
atlonst 15z of | fimshed producte | 200 Fom
Cereal and | fibre per 100 keal [date of
cereal adoption +
products 6 years]
Cereal and cereal Mininmm 50z of
products except cereals per 100g of 400 5 15
breakfast cereals finished products
Mininmm 50z of
Breakfast cereals cereals per 100g of 500 5 25
finished products
Minimmm 200g per
serving size
Mininmm 2 of the
following for ready
meals and
Rﬂd—“sﬂicﬂm and sandwiches: 400 5 10
- 30g fimits,
vegetables and/or
muts, 30g cereals, 30g
meat, 30g fish and/or
30g mulk
Liquid foods. insofar
as they do not qualify
Mon alecholic beverages for one of the above - - 8
menticned food
categories
Solid foods, insofar
as they do not qualify
Orther foods for one of the above 300 2 10

menticned food
categories

* the mininmun uantity required should be calculated on the basis of the inpredients entering into the

Tecipe.

** vegetables include potatoes, beans, and pulses.
*2* geeds include seeds, kemnels, nuts. Nuts include peamuts and tree outs.
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COMMISSION IMPLEMENTING DECISION
of 24 January 2013

adopting guidelines for the implementation of specific conditions for health claims laid down in

Article 10 of Regulation (EC) No 19242006 of the European Parliament and of the Council
(Text with EEA relevance)

2013/63/EV)



Directrices para la aplicacion de las condiciones especificas relativas a las
declaraciones de propiedades saludables establecidas en el articulo 10 del
Reglamento (CE) no 1924/2006

1. Prohibicion de las declaraciones de propiedades saludables no autorizadas y de las
declaraciones de propiedades saludables cuyo uso no se ajusta al Reglamento (articulo 10,
apartado 1)

2. Informacion obligatoria que debe acompanar a las declaraciones de propiedades saludables
autorizadas (articulo 10, apartado 2)

2.1. Distincion de tres casos para la aplicacion del articulo 10, apartado 2
2.2. Cuatro elementos de informacion obligatoria:

a) Una declaracion en la que se indique la importancia de una dieta variada y equilibrada y un
estilo de vida saludable

b) La cantidad de alimento y el patron de consumo requeridos para obtener el efecto benéfico
declarado

c) En su caso, una declaracion dirigida a las personas que deberian evitar el consumo del
alimento, y

d) Una advertencia adecuada en relacidn con los productos que pueden suponer un riesgo para
la salud si se consumen en exceso

3. Referencia a beneficios generales y no especificos (articulo 10, apartado 3)




AMBITO DE APLICACION: “Todas las declaraciones nutricionales y de
propiedades saludables efectuadas en las COMUNICACIONES COMERCIALES,
en el etiquetado, la presentacion o la publicidad de los alimentos que se
suministren como tales al consumidor final”

-Las comunicaciones comerciales a los profesionales
de la salud

-Las campaiias publicitarias colectivas y de promocion
(también las patrocinadas por autoridades publicas)

-Las marcas registradas, nombre comercial o
denominacion de fantasia

-Alimentos destinados a la restauracion colectiva



Informes de asesoramiento previo o
copy advice

e Esun breve informe de asesoramiento sobre la
correccion legal y ética de un determinado
proyecto de campana antes de su difusion al
publico.

e A solicitud del propio anunciante, de la agencia
gue tiene encomendada la realizacion de la

campana o su planificacion o del medio que va a
difundirla.

e Especialmente util cuando se trata de publicidad
a la que resulta aplicable una norma cuya
interpretacion resulta singularmente dificil.



Copy Advices 2012

Retirados




Opiniones de EFSA

Todas las aplicaciones Excepto vitaminas y minerales

M Positivas ™ Negativas

M Positivas M Negativas
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El futuro de los claims?
(Claims en productos lanzados mundialmente)
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Opiniones de EFSA

GASE (Generally
Accepted Scientific
Evidence)

Evaluacion
cientifica

Conclusion EFSA Causa/Efecto

Categoria | Establecida Concluyente Si

Categoria Il Insuficiente No concluyente No

Categoria lll No establecida Limitada No



Un asunto interesante: Los claims que no son

EFSA Opinion

Scientific Opinion on the

substantiation of a health claim

related to zinc and “the
prevention of bad breath by

neutralising of volatile sulphur

compounds in the mouth and

oral cavity” pursuant to Article

13(5) of Regulation (EC) No
1924/2006

claims!

Conclusion

The Panel considers that the
claim “prevents bad breath by
neutralising of volatile sulphur
compounds in the mouth and
oral cavity” is related to breath
odour rather than to a function

of the body as required by
Article 13 of Regulation (EC) No
1924/2006.

The Panel considers that the
claim does not comply with the
criteria laid down in Regulation

(EC) No 1924/2006.

~ . efsam

Ecropiin Forsd Saliay Autiesrity E&A]ml]ﬂl]:sﬁ‘:llﬂ

SCIENTIFIC OFINION

Scientific Opmion on the substantaton of a health claim related to zine
and “the prevention of bad breath by neutralizing of volatile sulphur
compounds in the month and oral cavity™ pursuant to Article 13(F) of
Regulation (EC) No 1924/2006'

EFSA Panel on Distetic Products, Nutrition and Allersies (NDAY**

Euscpean Food Safery Ausbority (EFSA), Parma, Ty

ABSTRACT
Folloming whm&mﬂ??hmmlﬁp&mhmﬁdpmmmimd 13(%) of Rageiation (E0)
‘Inl!‘ﬁ-i-'}wﬁmﬂncmun Distetic Products, Mrrition and Allergies

proposad try the applicant., & adults cver the e of 18 whe wish o mpr
%mm%ma claizs £ ralated 5o beeath pdour rather than o 8 fmctica
o the body 2s sequired try Arsicls 13 of Ragulation (EC) No 19242004, The Pasal considars ot the claim dows
‘ot comply with the citeria 1id down in Regulation (EC) Mo 15042006, ¢ Exepean Food Safety Ausherity,
2011

EEY WORDS
‘Tinc, bad breath, bealth claims
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Un asunto interesante: Los claims que no son

claims!

Conclusion

EFSA Opinion

g . “Vitamin production needed for
Scientific Opinion on the . "
correct function of metabolism

substantiation of health claims X - :
The claimed effect is “metabolism of
related to methylsulphonylmethane . . .
vitamins”. The target population is

(MSM) and contribution to normal
collagen formation (ID 353, 388,389, azls:tri';id f:tt;\i_ t:;enfee;eg?'the
394, 1695, 1741, 1874), maintenance PO ' .
proposed wording and the

of normal hair (ID 353, 1741, 1874), e :
: ( : ) clarifications provided by Member
maintenance of normal nails (ID .
: States, the Panel notes that the claim
1695, 1741, 1874), maintenance of " . .
. refers to “vitamin production needed
normal acid-base balance (ID 387), : .
for correct function of metabolism

“strengthens the immune system .
8 ¥ and “supports the production of

R ([DEL), m:cllntenance u vitamin C, H, B5, B13” which cannot
normal bowel function (ID 391), .
be considered as a health

contribution to the normal cysteine . . .
sniihesis (5 2592) @) il relationship applicable to humans.
production needed for correct
function of metabolism” (ID 393)
pursuant to Article 13(1) of
Regulation (EC) No 1924/2006

The Panel considers that the claim
does not comply with the criteria
laid down in Regulation (EC) No
1924/2006.

efsa-

FF5A Jowmal 2010500117446

SCIENTIFIC OFINION

Scientific Opinion on the substantiation of health claims related to
methylsulphonylmethane (MSA) and contribution to normal collagen
formation (ID 353, 388, 389, 394, 1695, 1741, 1874), maintenance of normal
hair (ID 353, 1741, 1874), maintenance of normal nails (ID 1695, 1741,
1374}, maintenance of normal acid-base balance (II} 387), “sirengthen: the
immune system function™ (ID 390), maintenance of normal bowel function
(TD» 391), contribution to the normal cysteine synthesiz (ID 392) and
Svitamin production needed for correct function of metabolizm™ (ID 393)
pursuant to Article 13(1) of Regulation (EC) No 19242006

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDAJ" '

Eusopean Focd Safery Autbority (EFSA), Parma, Inly

SUMMARY

Followizmg 2 raquest from the Furopean Comesizsion, the Panal oa Distetic Products, Nutditon and
Allargios was asked to provids a scisntific opinion en a list of health chaims pursuant to Aricls 13 of
K.Dmlaum {EC) Mo 15242008, Thiz cpinion addrems: the scientific sobstantiation of health claims
in melaticn o metiylsuiphonylmetiane (MSM) and conwibuticn to zormal collagen formaticn,
maintenance of normal bair, maintenance of normal asils, maintsnance of normal acid-bass balance,
“wirengthons the immmune system fnction”, maintenancs of normal bowsl function, contibution to the
ormal cysteine symthesis and “vitumin production needsd for cormuct fnction of metabolisz”. The
wisztific mbstaxtiation iz based om the informadon provided by the Mambor States in the
comsolidated st of Article 13 bealth claims and refarsaces that EFSA has mecsived fom Mamber
Setes o directly from sakeholders.

© Exupesn Food Sty Authority, 2010 1



Un asunto interesante: Los claims que no son

claims!
 EFsAOpimion  Concusion

The claimed effect is “function of the cell
membrane”. The target population is assumed
to be the general population.
The Panel notes that several properties of cell
membranes have been mentioned in the
proposed wordings and that a specific effect
Scientific Opinion on the substantiation of related to the function of cell membranes has
health claims related to gamma linolenic acid not been identified.

(GLA) and maintenance of normal blood LDL  The Panel considers that the claim is general
cholesterol concentrations (ID 2661, 4452, and non-specific and does not refer to any
4453), maintenance of normal blood pressure specific health claim as required by Regulation

(ID 2662), reduction of menstrual discomfort (EC) No 1924/2006.
(ID 495, 640, 1773, 1775), contribution to Maintenance of normal structure, elasticity
normal cognitive function (ID 1770), and appearance of the skin
maintenance of the barrier function of the skin ~ The claimed effects are “helps to maintain
(ID 499, 591, 639, 676, 1554, 2003, 2065), elasticity, tenderness and health of skin,
“function of the cell membrane” (ID 1769), structure and function of skin and mucous
maintenance of normal structure, elasticity and membrane”, and “membranes cell structure”.
appearance of the skin (ID 2660, 4296), and The target population is assumed to be the
“anti-inflammatory properties” (ID 4454) general population. In the context of the
pursuant to Article 13(1) of Regulation (EC) No proposed wordings, the Panel assumes that the
1924/2006 claimed effects refer to the maintenance of the
normal structure, elasticity and appearance of
the skin.
The Panel considers that the claims do not
refer to a function of the body as required by
Regulation (EC) No 1924/2006.

o E'FSEI-

Ecropean Fucd Salety Autharicy EFSA Joamal 2011952059

SCIENTIFIC OFINION

Scientific Opinion on the substantiation of health claim: related to
gamma-linolenic acid (GLA) and maintenance of normal blood
LDL-cholesterol concentrations (ID 2661, 4452, 4453), maintenance of
normal blood pressure (IDV 2662), reduction of menstrual discomfort
(ID 492, 640, 1773, 1775}, contribution to normal cognitive function
(I 1770}, maintenance of the barrier function of the skin (ID 499, £01, 639,
676, 1554, 2003, 2065), “function of the cell membrane™ (IL} 1769),
maintenance of normal structure, elazticity and appearance of the skin
(ID 2660, 4296), and “anti-inflammatery properties™ (ID 4454) purmuant to
Article 13(1) of Regulation (EC) No 1924/2006"

EFSA Panel on Dietetic Products, Notrition and Allergies (NDAJ- '

European Food Safery Autbority (EFSA), Parma, Inly

SUMMARY

Following 2 mquest from the European Commdssion, the Panel om Dietetic Products, Nutrktion and
Allargiss was acked o provids a scisntific opizion on a list of health claims purmant to Articls 13 of
Rsgulation (EC) Mo 192472004, This opinion addresses the scisatific sebstantiation of bealth claims
in relation to gamma-limolenic acid aad maixtssancs of sormal blood LDL-cholsstaral concentations.
maintenance of nommal blood presss, reduction of mensmual discomfort, contribution to noroal
cogeitive function, maiwmmancs of the barmer fanction of the tkim, “fumction of the coll membrans™.
mzinmoance of nermsal secnwe, slasticity @4 appearace of e skis, and “at-damancy

propertior”. The seisnsific nubstansistion it based oz the informatie provided by the Membar Stats:

' Exsopean Food Sakity Authority, 2011



Un asunto interesante: Los claims que no son

claims!

Conclusion

EFSA Opinion

The claimed effect “digestive health”

is not sufficiently defined. In the
context of the proposed wording
(‘supporting gastrointestinal
Scientific Opinion on the conditions during antibiotic
substantiation of health claims treatment’) and from the references
related to Lactobacillus rhamnosus provided, the Panel assumes that the
LB21 NCIMB 40564 and decreasing claimed effect relates to acute
potentially pathogenic intestinal  diarrhoea associated with antibiotic
microorganisms (ID 1064), digestive treatment, and that the target group
health (ID 1064), and reduction of is subjects receiving antibiotic
mutans streptococci in the oral cavity treatment under medical
(ID 1064) pursuant to Article 13(1) of supervision.
Regulation (EC) No 1924/2006

The Panel considers that the claim
does not comply with the criteria
laid down in Regulation (EC) No
1924/2006.

~.efsam

Ecropean Focd Salisy Authority EFSA Joumal 2010 ﬁ!‘:lﬁ]‘

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to
Lactobacillus rhamnosus LBl NCINB 40564 and decreasing potentially
pathogenic intestinal micr izms (1D 1064}, digestive health (ID 1064),
and reduction of mutans streptococei in the oral eavity (1D 1064) pursuant
to Article 13(1) of Regulation (EC) No 1924/2006"

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)*

Europsan Food Safity AutBarity (EFSA), Parmma, Tnly

Srmmary

Fellowing » equest fom the Enropean Comeission, the Pansl on Distetic Prodscts, Nutrition and
Allargias was 2sked to provids a scisntific opinion on a list of bealth claims purmant to Aricls 13 of
Ragulation {EC) Mo 19242006, This cpinion addtersss the sciemtfic sebstantiation of bealth claims
in ralaticn to Larsobaciller rhamnomes LB2] NCIMB 40564 and decroasing potsntially pahoganic
intustinal microorganisms, “digsstive bealsh”, and redacticn of amtans mpmmmmummlmmy
The scisatific substamtiarion is based en the information provided by the Member Stares in the
censalidated Hst of Articls 13 bealth chiims and refarsnces that EFSA has recsived from Marsbar
States or directty Fom stikahebdars.

The food constitusat that is the sabject of the health claims is Lactehacilus rhamnomus LB2L NCDMB
40364, The Pansl comsiders that [acwbocilius rhammosus LBl NCIMB 40564 is suffcieatly
charactesived.

The claimed sffict & “intistinal Hors”. The target population i aswmed to be e gemsml population.
“Intestinal flor” is a0t sufScianty defined but i the coatuxt of the roposed warding, the Panal
assumes that the claimed effect refars to aspects of normalising the bacterial flora in the intesting,

on, Qreestion Mo FFEASQ-M08-1 803, sdopiad an 15 Cutober 2000

rooue, Suven Farwether- T, Albert Flyn . 1o Gl s i,
Fevan Mineley, u
n Sicphes Sowbl Ty Frm'x...:l'rne.

|>0=|ul| i il
0 1064}

e l064) off in
P (1) if Ryl s 152406 —vlm.lznna FIET. [14 ]
i 1030035, efia 3010 1487, Avaiiaile orline: woane ofsa congcs

'C Exopaan Food Salety Autherity, 2010 T



Un asunto interesante: Los claims que no son

claims!

Conclusion

EFSA Opinion

Treatment/prevention of renal
gravel/kidney stones and urinary
tract infections

Scientific Opinion on the
substantiation of health claims . \
The claimed effects are “systeme

related to various food(s)/food . o :
. _ . . urinaire, diurétique, anti-
constituent(s) claiming an increase in . . . .
s inflammatoire des voies urinaires,
renal water elimination, “kidneys , . . ”
P y prévention des calculs rénaux” and
health”, “urinary health”, “bladder . ”
" . health of urinary tract”. The target
health”, “health of lower urinary .
» u » et population is assumed to be the
tract”, “blood health”, “elimination”, .
" . o general population. In the context of
urinary system benefits” and/or .
9 the proposed wordings, the Panel
supports/promotes the excretory . .
. . ” assumes that the claimed effect is
function of the kidney”, and .
. related to the treatment/prevention
treatment/prevention of renal .
. . of renal gravel/kidney stones and
gravel/kidney stones and urinary . : .
. . . urinary tract infections.
tract infections pursuant to Article
13(1) of Regulation (EC) No
1924/2006

The Panel considers that the claim
does not comply with the criteria
laid down in Regulation (EC) No

1924/2006.

- efsam
FFSA Jownal 2010&‘10‘:[?—12

Esrcpian Fod Sality Autharity
SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to various
food(z) food constituent(s) claiming an increaze in renal water elimination,
“ldduey: health®, “urinary health®, “bladder health®, “health of lower
urinary tract”, “blood health”, “elimination™, “urinary system benefits"
and’or “;upports/promotes the excretory function of the lidney™, and
treatment prevention of renal gravellddney stones and urinary tract
infections pursuant to Article 13(1) of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDAJ* *
Euscpsan Food Safety Aushority (EFSA), Parma, Inaly

© Excupsan Food Safsty Autherity, 2010



Un asunto interesante: Los claims que no son

claims!

Conclusion

EFSA Opinion

Prevention and treatment of
prostate cancer
The claimed effect is “prostate
health”. The target population is
assumed to be adult males. The
Panel notes that the references
provided referred to the
consumption of boron in relation
to prostate cancer
prevention and treatment.
The Panel considers that the
claim is related to the
6 prevention and treatment of a
disease, and does not
comply with the criteria laid
down in Regulation (EC) No
1924/2006.

Scientific Opinion on the
substantiation of health claims
related to boron and prevention
and treatment of prostate
cancer (ID 221), maintenance of
normal thyroid function (ID 222)
and contribution to normal
cognitive function (ID 223)
pursuant to Article 13(1) of
Regulation (EC) No 1924/200

- efsa

EFSA Jommal 20110812209

SCIENTIFIC OPINION

Seientific Opindon on the substantiation of health claims related to boron
and prevention and treatment of prostate cancer (ID 211}, maintenance of
normal thyroeid function (I 221) and contribution to normal cognitive
function (I} 223) pursuant to Article 13{1) of Regulation (EC) No
192472006

EFSA Panel on Distetic Products, Nutrifion and Allergies (NDA)* *

Europsan Food Safety Aushorisy (EFSA), Parma, Taly

SUMMARY

Fellowing & mquest from the Europeas Commission, the Pansl on Distetic Products, Nutrition and
Allargiss was aiked to provids a scientific epinion en a list of bealh claims purmant te Articls 13 of
Eagulation (EC) Mo 19242006, This opinion addresse: the scientific ssbrmntiation of health claims
in ralaticn to boron and proveation aad freamment of prostate cancer, maimtmance of noreal tayToid
fumction and conmibuticn to normal cognitive fanction. The scisntific substantation is based on the
informaticn provided by the Mecber States in the comsolidated Hst of Articls 13 health claims and
meferances that FFSA has receqved from Member States or directly from stakeholders.

Thie food comstiraant that is the subject of the bealth chims i borea. The Panc] comiders that boren
is sufficiently characserived.

Prevention and treatmest of proctate canc er

The claimed effect is “prostate bealth”. The target populsticn is 2ssmmed to be adult males. The Panal
zotes that the refersaces providd refed to the commumption of boraz in relatic to prostats cancer
peevention and wreammet.

The Pasel comsiders that the claim is related fo the prevention and treatment of 1 disezss, and dows nat
comply with the criteria lnid down = Regulation (EC) Mo 1924/2006.

On regect B

e Gally, Fiss Kicbunen,
Mdomika Nechioes-Festhuial,
n,

 Exsupeen Food Saety sufharity, 2011



Producto Medicinal

4 )

Toda sustancia o combinacién de sustancias que
se presente como poseedoras de propiedades
para el Tratamiento o prevencion de
enfermedades en
seres humanos, o

- /

-

Toda sustancia o combinacién de sustancia que
pueda usarse en, o administrarse a seres
humanos con el fin de restaurar, corregir

corregir o modificar las funciones fisioldgicas
ejerciendo una accion farmacoldgica,
inmunoldgica, o de establecer un
“diagndstico médico

\_

/




Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

Conclusion

EFSA Opinion

The Panel considers that
the reduction of
peripheral oedema in the

Scientific Opinion on the

substantiation of a health . ..
context of chronic clinical

claim related to Vitis
vinifera L. seeds extract
and “helps to decrease
swollen legs” pursuant to
Article 13(5) of Regulation
(EC) No 1924/2006

conditions is a
therapeutic target for the
treatment of the
condition and does not
comply with the criteria
laid down in Regulation
(EC) No 1924/2006.

.
-
* -
efsam
E-_EmnFmd'S.)I((i Austhority EfSiJunm.i][)l]'lEl'_“M

SCIENTIFIC OFINION

Scientific Opinion on the substantiation of a health claim related to Fins
vinifera L. seeds extract and “helps to decreaze swollen legs™ pursnant to
Article 13(2) of Rezulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)Y™ "

Enrcpsan Foed Safery Authority (EFSA), Parma, Imly

ABSTRACT
Following am application. from MNunlinks Sarl, ;limﬂhd[mrrmmtb.!mhl]{‘] angthﬂlmCEQ'\l
Produacts

4
wiadiera L. seeds axiract and “hels to decreass swollen ko™, The Panel comsidars dort the Sood consttmmt
winich &5 the subject of the health claie i mfSicendy characterised. Upon FFSA™s request &or cladification, the
applicant sted thet ®e cleimed effect was “heips 0 decsase swolkn kgs”, and ot Se bensfcial
mmmmumw&mumw Inhnomlct’hrﬁmp:mﬂd&rﬂn
scientific subsantiaton of the clim, and in partcalar of sindy winch was conducied
mhﬁﬂmmﬁlhhmhmdhmmhmmﬂmhmmmh
redustion of peripharal oedema in the comext of dhromic clinical conditions (8.2, chromic wemous msuffickency)
whare the mducton of periphanl cedina is 2 tempeatic orget S the mamment of the condition. The Panel
comidars that the mdaction of peripheral cedens in e comiext of chremic cixical conditions & a thempeutic
target for the tatment of the condition and doss not conply with the oriteria laid dowmn = Rsgnlation (EC) Mo
152472006,

& Exmopsam Food Safiay Asarity, 2012

EEY WORDS
Vi wisera, swrcllem logs, health claims
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Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

EFSA Opinion

Scientific Opinion on the
substantiation of a health
claim related to EffEXT™ and
“helps to support joint
function by maintaining low
levels of plasma C-reactive
protein” pursuant to Article
13(5) of Regulation (EC) No
1924/2006 The Panel
considers that the reduction
of inflammation in the
context of diseases such as
osteoarthritis or rheumatoid
arthritis is a therapeutic
target for the treatment of
the disease and does not
comply with the criteria laid
down in Regulation (EC) No
1924/2006.

Conclusion

Scientific Opinion on the
substantiation of a health
claim related to EffEXT™ and
“helps to support joint
function by maintaining low
levels of plasma C-reactive
protein” pursuant to Article
13(5) of Regulation (EC) No
1924/2006 The Panel
considers that the reduction
of inflammation in the
context of diseases such as
osteoarthritis or rheumatoid

arthritis is a therapeutic
target for the treatment of
the disease and does not
comply with the criteria laid
down in Regulation (EC) No
1924/2006.
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SCIENTIFIC OFINION

Secientific Opindon on the substantiation of a health claim related to
Effy™* and “helps to support jeint function by maintaining low levels
of plasma C-reactive protein™ pursuant to Article 13() of
Regulation (EC) No 1924/2006'

EFSA Panel on Distetic Products, Nutrition and Allergies (NDA)*

Eumopean Food Safedy Authority (EFSA), Parema, Ialy

Following an applica mmmmnﬁ)dx@m”zqm
]NMthmnmmyoiBﬂlpmhMmEnmerm and Allargion
(DA was askood to deltver am opdzion on the sciemific wshsmmtation of a health clim mlaed to Ejjfe™ and
‘hlpsn'qqntjumhtbmhymmmgk.-whmknfpl&m&mwm '.thaml.mh—ﬂm

chenmatnid arthrits is & mfwﬂumdhdﬁmmﬂﬂmﬁmmm#rnﬂ:ﬂﬂm
hid dowa in Fagulaticn (EC) No 19242006 € Exopean Food Saty Axchocity, 2012

EEY WORDS
Efsry™, krill il joings, inflanamation, hoaith claims

301 L 2R A. H-l: miine:

s Effcr “Bejra bis sgrpud jeind ion by muaiLa
" pernt w Article 13(5) of Repulatn (EC) Ho 19240006 FFSA. Juemal 201 21045 2555 s"l
W

& Emopean Food Sadsty Awshority, 2012



Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

EFSA Opinion

Conclusion

Scientific Opinion on the
substantiation of health claims related
to gamma linolenic acid (GLA) and
maintenance of normal blood LDL
cholesterol concentrations (ID 2661,
4452, 4453), maintenance of normal
blood pressure (ID 2662), reduction of
menstrual discomfort (1D 495, 640,
1773, 1775), contribution to normal
cognitive function (ID 1770),
maintenance of the barrier function of
the skin (1D 499, 591, 639, 676, 1554,
2003, 2065), “function of the cell
membrane” (ID 1769), maintenance
of normal structure, elasticity and
appearance of the skin (ID 2660,
4296), and “anti-inflammatory
properties” (ID 4454) pursuant to
Article 13(1) of Regulation (EC) No

1924/2006

The Panel considers that the
reduction of inflammation in the
context of chronic clinical conditions
is a therapeutic target for the
treatment of the condition.
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SCIENTIFIC OFINION

Seientific Opinion on the substantiation of health claims: related to
gamma-linelenic acid (GCLA) and maintenance of normal blood
LDL-cholestercl concentrations (ID 2661, 4452, 4453), maintenance of
normal blood prezsure (ID 2662), reduction of menstrual dizcomfort
(IDy 495, 640, 1773, 1775), contribution to normal cognitive function
({ID 1770}, maintenance of the barrier function of the skin (ID 499, 591, 639,
676, 1554, 2003, 2065), “function of the cell membrane™ (ID 1769),
maintenance of nermal structure, elasticity and appearance of the sldn
(IDr 2660, 4296), and “anti-inflammatory properties” (ID 4454) pursuant to
Article 13(1) of Rezulation (EC) No 1924/2006'

EF5SA Panel on Dietetic Products, Nutrition and Allergies (NDAY™ '
Eusvpean Foed Safety Authority (EFSA), Pammea, Inaly

SUMMARY

Following a mqueest fom the Ewropesn Comesission, the Panel on Distetic Prodect, Nutiton and
Allergies was aaked to provide a scisntific opinion on a List of bealth claims pursuant to Amicle 13 of
Ragulation {EC) No 19242004, This opinicn adémstes the scisatifc wob iation of health claims
in relatics to gamma-linclenic acid and maimsmancs of normal blood LDL-chelsstarol concentrations.
maintenance of nommal bloed pressums, reduction of menstmal discomfort, comtribmtion te nermal
cogaitive function, maixtmancs of the barzier fancticn of the skin, “function of the cell membrans”,

maintenance of normal strecrure. slasticity and appearamce of the skim, and “awti-inflammatory
propeeties”. The sciantific substantistion is based ox the mformation provided by the Mamber States
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Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

EFSA Opinion

Conclusion

Scientific Opinion on the substantiation
of health claims related to
docosahexaenoic acid (DHA),
eicosapentaenoic acid (EPA) and brain,
eye and nerve development (ID 501,
513, 540), maintenance of normal brain
function (ID 497, 501, 510, 513, 519,
521, 534, 540, 688, 1323, 1360, 4294),
maintenance of normal vision (ID 508,
510, 513, 519, 529, 540, 688, 2905,
4294), maintenance of normal cardiac
function (ID 510, 688, 1360), “maternal
health; pregnancy and nursing” (ID
514), “to fulfil increased omega-3 fatty
acids need during pregnancy” (ID 539),
“skin and digestive tract epithelial cells
maintenance” (ID 525), enhancement of
mood (ID 536), “membranes cell
structure” (ID 4295), “anti-inflammatory
action” (ID 4688) and maintenance of
normal blood LDL-cholesterol
concentrations (ID 4719) pursuant to
Article 13(1) of Regulation (EC) No

1924/2006

The Panel considers that the reduction
of inflammation in the context of
inflammatory diseases is a therapeutic
target for the treatment of a disease,
and does not comply with the criteria
laid down in Regulation (EC) No
1924/2006.
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SCIENTIFIC OFINTON

Scientific Opinion on the substantiation of health claims related to
docosahexaenoic acid (DHA), eicozapentaenoic acid (EPA) and brain, eye
and nerve development (TD 501, 513, £40), maintenance of normal brain
function (D 497, £01, £10, £13, 519, 521, 234, 540, 685, 1323, 1360, 4294),
maintenance of normal visien (ID £08, 510, 513, 519, 519, 540, 683, 2905,
4194), maintenance of normal cardiac function (ID £10, 688, 1360),
“materual health; preznancy and nursing™ (ID £14), “to fulfil increased
omeza-2 fatty acids need during pregnancy™ (I £39), “:kin and digestive
tract epithelial cell: maintenance™ (ID £15), enhancement of mood (ID £36),
“membranes cell structure™ (I} 4192), “anti-imflammmatory action™
(I} 4638) and maintenance of normal blood LDL-cholestercl
concentrations (ID 4719) pursuant to Article 13(1) of Bezulation (EC) Mo
192472006

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDAJ *
Euscpsan Food Safery Authoricy (EFSA), Parma, Inaly

SuMmaRY

Followizng 2 mquest Som the Ewopean Comesission, the Panel on Distetic Product, Nuwmition and
Allargies was 2:ked to provide a scisntific opinion on a list of bealth claims pursuant to Amticls 13 of
Raegulation (EC) Mo 19342004 This opinion addresres the scisatific sobstantiation of bealth claims
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Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

EFSA Opinion

"Scientific Opinion on the
substantiation of health claims related
to polyphenols in olive and protection
of LDL particles from oxidative damage

(ID 1333, 1638, 1639, 1696, 2865),
maintenance of normal blood HDL-
cholesterol concentrations (ID 1639),
maintenance of normal blood pressure
(ID 3781), “anti-inflammatory
properties” (ID 1882), “contributes to
the upper respiratory tract health” (ID
3468), “can help to maintain a normal
function of gastrointestinal tract”
(3779), and “contributes to body
defences against external agents” (ID
3467) pursuant to Article 13(1) of

Regulation (EC) No 1924/2006"

Conclusion

The Panel considers that the reduction
of inflammation in the context of
diseases such as osteoarthritis or

rheumatoid arthritis is a therapeutic
target for the treatment of the disease,
and does not comply with the criteria
laid down in Regulation (EC) No
1924/2006
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SCIENTIFIC OFINION

Scientific Opinion on the substantiation of health claims: related to
pobphenols in olive and protection of LDL particles from oxidative damage
(ID 1333, 1638, 1639, 1696, 1865), maintenance of mormal bload
HDL-cholesterol concentrations (ID 1639), maintenance of normal blood
prezsure (ID 3751}, “anti-inflammatory properties™ (ID¥ 1582, “contributes
te the upper respiratory tract health” (ID 3468), “can belp to maintain a
normal function of gastrointestinal tract™ (3779), and “contributes to body

defence: against external agents" (ID T) pursuant to Article 13{1) of
Regulation (EC) No 1924:2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)" *
Furopsan Food Safsty Autharity (EFSA) Parma, Taly

SUMMARY

Following 2 request fom e Europsan Commissicn. %he Pasel cn Distetic Products, Matrition and
Allargiss was acked to provide a scisstific opinion oz a list of health chims purmant o Articla 13 of
Rsgulation (EC) No 13242004 This opinicn addresses the scientific substantisticn of health claims =
mlaticn to palypiszsls iz olive and protection of LDL particlss from omidative demage, maintenance
of nem=al blood Iml-dmlnshrd concentrations, maintenance of normal blood pressure. “anki-
Y . to the wpper respimtory mact healts”, “ran balp to maimtain a
mmalfmrmd L izl tract”, and o body defemces agaimst sxternal agears”.
The scisatific substantation is baed on the nformation provided by the Mamber States in the
consolidased list of Article 13 health clainw: and reforences that EFSA has mceived from Mansher
Setes o directhy from stakekoldars.
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Declaraciones de Reduccion de Declaraciones
Riesgo de Enfermedad Medicinales
[Art. 14(1)(a)]

Referencia a la reduccion del

actor de riesgo de desarrollo de |la riesgo de desarrollo de la
enfermedad enfermedad

No relacion directa causa-efecto Relacion directa causa-efecto

Inmediato/ Efecto benéfico a

plazo (enfoque basado en la
. corto plazo
nutricion)
Poblacion objeto- diagnosticada




Comprobar el estatus de la claim en el Registro de la Comision y de EFSA

Comprobar el status de las marcas que sugieren un beneficio

La declaracion debe estar relacionada con el nutriente o la sustancia

Comprobar que el wording utilizado esté dentro del margen de flexibilidad

No sugerir que la salud podria verse afectada por no consumir el producto promocionado

No exagerar los beneficios ni hacer promesas, sino ser moderados en su descripcion

No sugerir que los productos poseen propiedades medicinales

Prestar atencion a la publicidad sobre el proceso de produccion

Atencion a las claims cosméticas, pueden ser consideradas de propiedades saludables

Las declaraciones de salud generales [10(3)] deben ir acompainadas de una declaracion
especifica

No hacer referencia a estudios clinicos cuando la claim ha sido rechazada

Las declaraciones de reduccidon de riesgo de enfermedad no se pueden utilizar hasta que se
aprueben caso por caso

No unificar dos o mas claims si los beneficios de las mismas han sido aprobados por separado




Si queremos hacer un “Health
Claim” por donde empezamos?



Iniciando el camino

Claims

Evidencia
aprobados

Datos
publicados
Consenso
cientifico
“



Preliminares

e Validacion preliminar del claim en otros Reguladores.
e Repasar la evidencia existente.

e Estudiar la cantidad y calidad de los estudios necesarios.
e Hacer SWOT referente a los estudios requeridos.

e Revisar la estrategia.
e Empezar .........




Estudios preclinicos

Caracterizacion

Potencialidad

Mecanismo de accion

Biomarcadores




Evidencia en humanos

Biomarcadores/ Factores de B de Dat
ases de Datos

: Poblacion -
Endpoints confusion




Finalmente objetivar ...

e Ingrediente bioactivo

* Relacion constituyente/
claim

e Fabricacion

e Estabilidad

e Biodisponibilidad
e Estudios

e Propuesta de wording
para el claim

e Target
e Dosis
e Precauciones
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